
03/26/2004 16:24 FAX 202 228 0012 SEN. BEN NELSON gJuuz/uuz 

Dr. Lester M. Crawford, Acting Commissioner 
Food and Dmg Administration 
U.S. Departmexlt of Health and Human Strviccs 
5600 Fishus Lzne., Room 1471 
Rockville, MD 20857 

Dear Dr. CrawGzL: 

We have review ed the Food and Drug ~dministration's Notice of Opportunity fbr Hearin& specmifically relating to 
certain antiiioti; animal drug products listed in rhe Code ufFtz&rd RE~UZQ~~OVS (CFR), Section 558.15. 

After reviewing CFR 5 558.15, as incorporated by cross-fef&rence in CFR $558.76 and thy reference to New 
Animal Drug A-.,pAication (NADA) l41- 137, there appears to be no cc&&on over the approval starus of Bacitracixt 
Mcfhylcnc Di&icyIate Single-Ingrediem Type A Medicated feed additive. The admmistrativt record clearly 
demon&ares ttLn this product has had approval by your dcpartmcnt for over thirty yean. 

Therefore, we u.ould tike TO discuss witb you the approval status of Racitracin Methylene Disalicylare 
Single-Ingredient and also the approval status of oxytenacycline and neomycin fixed-combination additive. It is dur 
uderst&ing that the approval slatus of OxytetracycIine and neomycin Axed-combinadon had been previously 
studied in tbr af&mtive, and that our predecessors, Senators Jim Exon and Bob Ketiey, together with 
Congrrssmm M i&cl BiJirakis and Joe Barton, were fi11Jy btiefed to that &f&t in 1996. We are writing 10 inquire 
why there set:. to bc newfound confusion witbin your agency over tbcsc listings. 

We believe it is iroporta.ut that we discuss this mar&, +ti aLI interested part& prtscnt, in order to f?nd a resolution 
regarding the approval status of tbcse dnrgs. Therefore, we are requestig that you schedule a meeting tivith ow: 
offices as soon as possible. 

We appreciate your attention to this matter, and look forward to your prompr response. 

cc: Dr. Stephta. F. Sundjof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration 


